Objective: To describe the baseline characteristics of participants in the Faith-based Approaches in the Treatment of Hypertension (FAITH) Trial.
IntroductIon
The disproportionately higher rate of hypertension (HTN) and related cardiovascular morbidity of Blacks compared with Whites is well-documented. 1 Improvements in blood pressure (BP) control can result in significant reduction in cardiovascular disease risk. 2 Adopting therapeutic lifestyle changes (TLC) such as increasing intake of fruits, vegetables, and low fat dairy foods, decreasing intake of sodium and fat, losing weight, and increasing physical activity has resulted in significant reductions in BP in trials such as PREMIER, DASH, and TONE. [3] [4] [5] Despite the proven efficacy of TLC on BP reduction, [3] [4] [5] little evidence supports their effectiveness when translated to community settings. This is particularly a concern for Blacks, given their low rate of BP control. 6 Thus, it is important to evaluate the translaThe FAITh TrIAl: BAselIne ChArACTerIsTICs oF A ChurCh-BAsed TrIAl To Improve Blood pressure ConTrol In BlACks tion and sustainability of efficacious interventions to high-risk populations in community-based settings.
The Faith-based Approaches in the Treatment of Hypertension (FAITH) trial was designed to address this gap in the literature. We conducted the intervention in churches because they have long been a center of Black life and can play a crucial role in the dissemination and translation of health programs in Black communities. 7 The primary aim of FAITH is to evaluate the effectiveness of a faith-based group-counseling TLC plus motivational interviewing (MINT-TLC) intervention delivered by lay health advisors (LHAs) vs an expert-led health education (HE) control on BP reduction at six months among hypertensive Blacks. Secondary aims include testing the effect of MINT-TLC on physical activity, weight, and fruit and vegetable intake at six months; and BP control at nine Characteristics of a Church-Based Trial -Schoenthaler et al months. In this article, we describe the baseline demographic, clinical, psychosocial, and behavioral characteristics of the FAITH participants.
Methods

Participants
Details on the study design have been published elsewhere. 8 Briefly, recruitment occurred at the church and participant levels. Churches were identified through the FAITH team's informal networks, referrals from other churches, and outreach efforts. Church leadership nominated active church members to serve as LHAs. Participants recruited from within the churches were eligible for the study if they: self-identified as Black/African American; were ≥18 years old; had a diagnosis of HTN; and had uncontrolled BP at the time of enrollment (systolic BP [SBP]≥140 mm Hg or diastolic BP [DBP]≥90 mm Hg, or SBP≥130 mm Hg or DBP≥80 mm Hg for participants with self-reported diabetes or kidney disease). Exclusion criteria included non-English speaking, participation in another study, arm circumference >52 cm, cognitive impairment based on the Comprehensive Assessment and Referral Evaluation Dementia Diagnostic Scale if age ≥60, 9 unwillingness/inability to comply with the protocol, and pregnancy or plans to become pregnant within the next nine months. Figure 1 shows the flow of participants through the study. 10 All participants provided written informed consent approved by the New York University Institutional Review Board.
Description of the MINT-TLC Intervention and HE Control Groups
Randomization occurred at the church level; all participants at a given church received the same intervention: MINT-TLC or HE. Churches randomized to the MINT-TLC group received weekly LHA-led group TLC sessions for three months followed by three monthly individual MINT sessions. The HE churches received weekly expert-led group sessions for 11 weeks. The first HE session focused on lifestyle management of HTN and the remaining sessions covered health topics unrelated to HTN. Participants also received the NHLBI booklet "Your Guide to Lowering Blood Pressure." In both groups, recruitment was limited to 20 participants per church in order to facilitate interactivity in the group sessions. Additional details on the intervention are described elsewhere. 8 
Measures
At the church level, we collected data on general characteristics including church size, denomination, and existence of a health ministry upon being recruited into the trial. Participants' baseline data collection occurred before church randomization to MINT-TLC the physiological measurements. The primary outcome (BP) was measured as six BP readings using a validated, automated BP monitor (BpTRU) with the participant seated comfortably for five minutes before measurement, following American Heart Association guidelines. 11 The average of the last five readings served as the BP reading. Mean arterial pressure (MAP) was calculated using the formula: 1/3 x SBP + 2/3 x DBP. Height and weight were measured using standardized procedures and used to calculate body mass index (BMI). Data on participants' prescribed antihypertensive medications were collected via self-report. We used validated instruments to assess self-reported socio-demographic characteristics, dietary intake (NCI fat and fruit/vegetable screeners), 12 self-efficacy and intrinsic motivation for physical activity and fruits/vegetables, 13, 14 medical comorbidity, depressive symptoms (Patient Health Questionnaire (PHQ)-8), 15 health-related quality of life (SF-12), 16 and medication adherence (Morisky Adherence Scale).
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Analysis
Summary data on baseline characteristics are expressed as mean ± standard deviation (SD) for continuous variables and percentage for categorical variables. Data are presented for the total population and by treatment group. We used independent samples t-tests, analysis of variance, and crosstabs with a c 2 statistic to compare the MINT-TLC and HE groups. As a clustered trial, we increased the error terms using a Variance Inflation Factor that reflected the degree of dependence in the data for any results that were significant in the conventional analyses. Statistical analyses were conducted using SPSS, version 20.
18 A 2-sided P<.05 was considered statistically significant.
results
Church Characteristics
Thirty-two churches with predominantly Black memberships participated in the trial. The membership of the churches ranged from 105 to 8300 members, with an average of 1249 members ( Table 1 ). The HE control group had more large churches (>500 members; P=.043). 19 People of African descent comprised at least 80% of all churches, with an average of 95%. Eighteen of the churches had predominantly African American/ Black members, 10 were predominantly West Indian, and four were African. All churches were Christian and all but one was Protestant; the largest number of churches were Baptist (n=12). Most churches reported having a health ministry. There were no significant differences between the churches by study condition.
Demographic Characteristics
The mean age of the total sample was 63.4 ± 11.9 years ( Table 2) . Fifty-nine percent of participants identified as African American and one-third as West Indian (30.9%). The majority of participants were female (76.4%), had some college education (53%), and reported an annual income ≥$20,000 (65.7%). Almost half (42.1%) were retired or on disability and one-third (34.7%) had private insurance. There were no significant between-group differences on demographic characteristics.
Clinical Characteristics
The mean baseline SBP and DBP were 152.1 ± 16.8 and 86.2 ± 12.2 mm Hg, respectively and the MAP was 108 ± 11.6 mmHg ( Table 3) . Participants had a mean BMI of 32.1 ± 7.1 kg/m 2 . One-quarter (26%) of participants were overweight, and an additional 52.5% were obese. While diabetes was the most common co- 
Behavioral and Psychosocial Characteristics
Participants reported eating an average of 3.4 ± 2.6 servings of fruits/vegetables per day, and 30.9% of their energy from fat ( anti-hypertensive medication regimen. Although a few of these characteristics exhibited a trend toward a significant between-group difference, none reached our a priori criteria for statistical significance. Moreover, these trends are reduced if we adjust for clustering in the data and disappear entirely after adjusting for the large number of statistical comparisons reported.
Characteristics of a Church-Based Trial -Schoenthaler et al dIscussIon
Therapeutic lifestyle changes are a standard treatment recommendation for hypertensive patients. While the efficacy of TLC on BP control is well-documented, there is little data on their impact on BP reduction in community-based settings, especially in Blacks. The FAITH trial was designed to test the effect of a churchbased lifestyle intervention delivered by LHAs on BP reduction in hypertensive Blacks in New York City. Similar to other faith-based trials in hypertensive adults, [20] [21] [22] [23] our sample comprised mostly well-educated, retired, and female participants. However, a strength of FAITH was its focus on Black adults with uncontrolled HTN, a population that has a disproportionately greater burden of HTN-related outcomes including heart failure, stroke, and end-stage renal disease. 24 Indeed, baseline clinical data indicated that the majority of participants in the FAITH trial exhibited several adverse risk factors that are precursors for future cardiovascular diseases. Similar to national estimates in Blacks, more than threequarters of FAITH participants were obese or overweight. 25 Approximately 80% of participants reported nonadherence to prescribed antihypertensive medications, which is considerably higher than the estimate 50% of US adults with HTN who are nonadherent to their medications, 26 suggesting that barriers to medicationtaking are largely going unaddressed in this community-based setting.
The behavioral data support our clinical findings. Despite reporting high levels of intrinsic motivation and 
Characteristics of a Church-Based Trial -Schoenthaler et al
self-efficacy (for fruit/vegetable intake), participants fell well below the daily recommended levels for fruit/ vegetable intake and physical activity for American adults. 27, 28 According to a 2013 CDC report, 29 US adults eat an average of 2.7 servings of fruit/vegetables per day. This intake is slightly below the average 3.4 fruit/vegetable servings per day reported by FAITH participants. However, these consumption rates are still considerably lower than the AHA recommendation of 8-10 servings per day to help lower BP. 30 Moreover, only 18% of participants met the national guidelines to consume at least five servings of fruits and vegetables daily. 29 These data are in line with previous research, which has shown that while TLC are challenging for most people, levels of adverse lifestyle behaviors are much higher in minorities. 31 Another noteworthy aspect of FAITH was the inclusion of important psychosocial factors to characterize the potential barriers that could hinder the adoption of healthy lifestyle behaviors for BP control in this high-risk population. One-third of FAITH participants reported experiencing depressive symptomatology within the past two weeks, which has been implicated as a major barrier to behavior change in underserved populations. 31, 32 Furthermore, participants reported levels of general mental health functioning that were below the national average for U.S. adults ≥50 years of age.
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In contrast to other churchbased interventions in Blacks, [20] [21] [22] [23] [34] [35] [36] FAITH recruited an ethnically diverse sample of participants of African descent. Although most studies look at Blacks in the United States as a whole, they are not a monolithic group. Previous studies suggest that Blacks living in the United States but born outside of the United States have lower rates of cardiovascular disease risk and HTN. 37 These groups also have different dietary patterns 37 and may have different challenges and attitudes toward managing their BP. Although little examination of the health status and behaviors of these subpopulations of African descent have been done in [20] [21] [22] [23] 35, 38, 39 to our knowledge, FAITH is the first trial to rigorously evaluate the effect of a peer-led lifestyle intervention on BP reduction in a cohort of hypertensive Blacks. For example, some of the studies used a pre-post quasi-experimental design, and did not report baseline BP, making it difficult to determine their true impact of the intervention on BP reduction. Similarly, previous trials lacked rigorous assessment of outcomes and treatment fidelity procedures, making replication in other community-based settings difficult. Moreover, the interventions in these studies lacked elements of sustainability, such that the educational components were developed and administered by research staff, and partnership with the churches was limited to the recruitment phase. In contrast, the session content for FAITH was informed by qualitative research with church members, which was then delivered by church members who were trained as LHAs. Moreover, our success in recruiting 32 Black churches and 373 participants was due to our ability to create a faith-based program that engaged both the church leadership and members, who in turn, provided the resources needed to implement the intervention. Finally, few studies were theory-based or measured the psychosocial factors that may influence change in BP, hindering an assessment of the mechanisms of the effects of the interventions. However, our findings may only be generalizable to Black churches with similar demographic characteristics. Future implementation of the intervention would require revising the materials for the general population in order to disseminate it more broadly.
conclusIon
Baseline data of participants in the FAITH trial indicate that we were able to recruit a high-risk population with a variety of risk factors associated with future cardiovascular morbidity and mortality. Future analyses of the FAITH trial will determine whether a comprehensive lifestyle intervention, delivered by trained LHAs can effectively reduce BP and adverse lifestyle behaviors among hypertensive Black adults.
